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Dear Applicant:

We have comipleted our consideration of your applicaﬁon for exemption from federal
income tax under section 501(a) of the Internal Revenue Code as an organization

- described in section 501(c)(3).

Your were formg'd as a nonprofit corporation in*on_
According to Article VIII of your Articles of Incorporation you were formed exclusively
for scientific research purposes within the provisions of section 501 (€)(3) of the Internal
Revenue Code. More specifically, your Articles indicate your purpose shall include
facilitating organ and tissue procurement for scientific rescarch, and providing tissue for
cancer research and therapeutic application. ' '

You were founded by two individuals, who are also employed by you as Medical
Director and Tissue Director for annual salaries of SENNE nd SOBREN® rcspectively.

~ Apparently, based on their considerable experience in the field, and after contacts with

research companies, particularly major biomedical research companies, they determined
that there is a substantial demand for a steady and reliable source of bodily tissue, such as
skin, for use in the research work of such companies. The tissue is obtained from patients
in various participating hospitals. Those hospitals have agreed verbally to participate and
assist in procuring such tissue. The hospitals provide the tissue to you at no charge.
Contacts have also been made with nursing homes, hospice programs and funeral |
dircctors for the purpose of reaching cooperative agreements.

As you receive orders from the research companies, the procurement process begins. The
lissue you procure and provide to researchers generally has to meet certain precise and
exacting standards set by the researchers. The actual research projects are undertaken at
the initiative of the research companies and according to the protocol which they
establish. The procurement process may also require that certain testing and preparation
of the tissue be conducted to meet the agreed upon parameters of the rescarch companies.
You provide the tissue according to an agreed upon pricc as orders are placed. You
maintain a price list for the various t of tissue, and order forms are used in the
processing. The fees you chu~ge fur v._h tissue specimen range from S@ up to SEER.
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According to the budﬁcts provided with your application, all re~eipts are projected to
come from fees. Receipts for @RISR arc projected to be S@MNEN®. The majority
of your expenditures will be for officurs’ salaries and travel. Estimated expenses for the
year ended (EENEMENNNIS, ycur first full year of operation, total SUNENNSR. That amount
includes Officers’ Salaries of SENMJNES and Travel expenses of SNER

Section 501(c)(3) of the Code provider for the «xemption from federal income tax of
organizations which are organized and operated exclusively for charltable and scientific
purposes. LR

Section 1.501(c)(3)-1(c)(1) of the Income Tax RcQ_uhﬁons provides that an organization
will be regarded as “operated exclusively” for one or more exempt purposes only if it
engages primarily in activities which accomplish one or more of such excmpt purposes.

Section 1.501(c)(3)-1(d)(1)(ii) of the Income Tax Regulations provides that an
organization is not organized or operated exclusively for exempt purposes unless it serves
a public rather than & private purpose. To meet this requirement, it is necessary for an
organization to establish that it is not organized or operated for the bencfit of private
interests. -

Section 1.501(c)(3)-1(d)(2) of the regulations states that the term “charitable™ is used in
section 501(c)(3) of the Code in its generally accepted legal sense.

Under the proper circumstances, the promotion of health is considcced to be a charitable
purpose. Revenue Ruling 75-197, 1975-1 C.B. 156, holds that a nonprofit organization
that operates a freec computerized donor authorization retricval system to facilitate
transplantation of body organs upon a dono:'s death qualifies for exemption under
section 501(c)(3) of the Code. The organization makes the necessary legal documents
available 1o prospective organ donors, assigns a number to the donors and the same
number to the completed legal documents, and stores the documents. Upon the donor's
death, the hospital contacts the organization which then transmits to the hospital the *
documents authorizipg the organ donation. The organization derives its funds from " -
contributions and no'fees are charged for its services. By operating in this manner and
facilitating the donation of organs which will be used to save lives, the organization is
serving the health needs of the community and is promoting health within the meaning of
~ the general law of charity.

Scction 1.501(c)(3)-1(d)(5)(i) of the regulations in defining the term “scientific” provides
that since an organization may me.t the requirements of section 501(c)(3) only if it serves
a public rather than a private interest, a “scientific™ organization must be organized and
operated in the public interest. ‘

Section 1.501(c)(3)-1(d)(5Xii) of the fcgulations further provides that scientific research
does not include activities of a type ordinarily carried on as incident to commercial or
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industrial operations, a!s, “for cxamplc, the ordinary testing or inspecting of materials or
products 2

Revenue Ruling 68-373, 1968-2 C.B. 206, lllustratcs thc above.. In that ruling, it was

held that an organization which primarily engaged in testing drugs for commercial

pharmaceutical companies did not qualify for exemption under section 501(c)(3) of the
‘Code. The testing was required to comply with FDA requirements that drugs be tested

for safety and cfficacy before they can be marketod. ‘The pharmaceutical companies

selected the drugs to be tested and the results were frccly available for pubbcauon All of

the orgamzatxon s income was derived from the pharmaccutxcal compames in payment
~ for testing services. The ruling held that the clinical testing of drugs is an activity
ordinarily carried on as incidental to a pharmaccuncal company s operations. It further
held that the clinical testing of drugs for safety and cfﬁcacy in order to meet FDA
requirements for marketing principally serves the private interest of the manufacturers
rather than the public interest. Accordingly, because the organization scrved a private
commercial interest Yather than a public interest, the organization failed to qualify for
exemption under Intcmal Revenue Code section 501(c)(3).

~ We recognize that you are operating in a ﬁcld which may often be thought of as
scientific, and that the tissue, or products, as they are sometimes referred to in your
materials, which you provide to research companies may have to meet certain precise and
exacting standards. We also recognize that those products may be of high iinportance to
the business processes of those companies. However, an organization will not be
considered operated for scientific purposes merely because its customers themselves may
be engaged in research. Further, we understand that your work requires certain testing
and preparation to maintain agreed upon parameters, but rather than engaging in research
yourself, you are in the nature of a supplier of a needed product to customers who are
theuiselves engaged in research. Also, many, if not most, of the research companies you
supply appear to be commercial companies who will use thc tissue you supply in the
ordmary course of their business. '

The tissue you locate, access, screen, and transport to your customers may have to mcet
certain parameters which they sct, but many suppliers of goods and services, especially in
the medical or scientific fields, have to ensure that their products and services meet the
specialized necds of their customers. Your products are provided according to an agreed
upon price as orders are placed by the research companies.

Like the organization described in R . enue Ruling 68-373, we believe your opcrations
primarily serve the private commercial interests of the companies which purchase your
products. In additiun, you are not directly engaged in scientific research yourself, but
merely operating as a supplier of goods for those companies which avz. Accordingly, we
have determined that you are not operated exclusively for scientific purposes within the
meaning of section 501(c)(3) of the Code.




Further, unhkc the xpcdxcal rctncval systcm for donatcd organs to be used for transplant,
which is dcscnbcda in Revenue Rulmg 75-197. above, we have further determined that
your operations are not promonng health thhm the mcamng of the general law of
chanty Unlike the orgamzatlon described in that rulmg. you chargc fees for your
services and your services are acnvcly marketed to rcscarcb companies. Your two
founders, who rccogmzcd and dcvclopcd thc markct for your products, are your principal
employees. Specialized as you may be, we are ‘unable 1o distinguish your methods of
operation from those of an ordinary ! tmde or business. formcd to provide needed products
or s=rvices for a fee. Accordingly, we have dctcumncd that you are not operated

exclusively for charitable purposcs thhm,thc mcamng ‘of section 501(c)(3) of the
Internal Revenue Code.

Consideration was given to whcthcr you quahfy;for cxcmpnon under other subsections of
section 501(c) of the Code. Howcvcr. we havc concluded that you do not. qudley under
another subsccton S

Because we have dctcrmmcd that you are not opcmtod exclusively for charitable or
scientific purposes, recognition of tax-exempt status is denicd. You should file federal

income tax returns. Conmbutlons to you are not tax-deductible under section 170 of the
Internal Revenue Code.

If you do not agree with these conclusions, you may, within 30 days from the date of this
letter, file in duplicate a brief of the facts, law and argument that clearly sets forth your
position. If you desire an oral discussion of the issue, please indicate this i in your protest.
The enclosed Publication 892 gives instructions fo- ‘ling a protest.

If you do not protest this proposed dctcrmina!ion in a timely manncr, it will be considered
by the Internal Revenue Service as a failure to exhaust available administrative remedies.
Section 7428(b)(2) of the Intemal Revenue Code providcs in part that, “A declaratory
judgment or decree under this section shall not be issued in any proceeding unless the
Tax Court, the Court of Claims, or the district court of the United States for the District
of Columbia determines that the organization involved has exhausted admxmstratwc
remedies available to it within the Intemal Revenue Service.”

If this determination letter becomes a final determination, we will notify the appropriate
State QOfficials, as required by Section 6104(c) of the Code, that based on the information
we have, we are unable to recognize you as an organization of thc type dcscnbcd in Code
section 501(c)(3).

If you agree with these conclusions or do not wish to file a written protest, please sign
and return the enclosed Form 6018 as soon as possible. -




Enclosures
Form 6018
Publication 892

If you have anyq}} nons, you may contact thc pcrso
tclcphonc numbct appcar on the top of thas letter,: . "

'_Stcvcn'r Miller -
L Dxroctor. Excmpt Orgamzatlon'-'




